Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

Hpopyxr  : Ilerpun® TabiIETKY, HOKPBITHIE THIEHOYHON obomoukoif, 10 Mr -
Batch No/ : B2202191 Batch Quantity / : 687.600 KG/
Cepust Ne - B O0BLeM mapTiU 687,600KI"
Analytical Report No / : 2002FP22001373 Date of Analysis / ¢ 14-07-2022
AHajinTHYecKui oryer Ne Jara ananusa

Date of Manufacture / : 0672022 Date of Expiry / 05/2025

JlaTa npou3RrojicTBA [onewn g0

Analysis performed according ND / Auanu3s nposegen mo HA: TT N013283/01-160919 (amend Ne 1 from

12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot (07.10.2021)

| Ne Test/ Mokazarens Result / Pesyibrarhl ] B
White coloured, round, biconvex film|
1 Description / Onncanue coated tablet with a breakline on one side. |
White core on a cross section. / Kpyrmsle|
IBOSKOBBINYKIbIE TAONETKH, HOKPBITHIE
IIeHO4HOW 000youKoii Oesoro 1pera, ¢
puckoii Ha oauoif  cropone. Ha
I1oIIepeyHoM  paspese — sypo  6enoro
BeTA.
2 Identification by HPLC/ Complies as prescribed /
ITojumHEOCTD CooTBeTCTBYCT
;3 _A\_/era_ge_ weiglg / Cpenusst 1874 ;ng / 1874mr
[ Macca
4 Water / Boxa 33% wiw/33%
5 i .U_ni_foEit); of do%e wnits | ?8_/_5,_8 o
i/ On1HOPOAHOCTH
JI03UPOBAHUS

Specification / Hopma
White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrieie IBOSKOBBINMYKIIBIE TaOIETKH,
MOKPBITEIC  IUICHOYHOH  060moukoii
Geiloro WM 11oMTH OeNioro uBera, C
puckoii Ha ozxHOW cTopone. Ha
MmorepeyHoOM paspese — ALpo oT Gemoro
1o mouyTH Genoro 1BETA.

The retention time of the main peak

in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

Bpemst  yIepXWBaHWA OCHOBHOTO

nvKa Ha XpoMaTorpamMmMme
WCTIRITYEMOTO ~ pacTBOpa  JIOJDKHO
COOTBETCTBOBATH BPEMEHHN
yJep)KUBAHKSA OCHOBHOTO IHKa Ha
XpoMaTorpaMme pacrBopa
cTagnapTHOro obpaslia LEeTHpU3UHA
TRAPOXJIOpUIA (pasznen

«KonmmdecTBEHHOE OTPEJEIIEHHED). |
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 1853 Mr o
196,7 mr)

Not more than 8.0% w/w /

[He 6onee 8,0 % -
The acceptance value (AV) should be
less than or equal to 15.0/

TTokazarens npuemieMoctu (AV)
noinken OBITE He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYCT Tpebopaumam HJT

Conclusion : APPROVED /
3akauenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

| Ne Test / IToxazarens _
6 Dissolution / PacTBopenne

7 Impurities by_H_PLC/
PojicTBeHHEbIE IPUMECH
LECTUPU3HHA

a) Impurity A /
npruMech A

b) Impurity B/
npumece B
c) Impurity C/
npumMeck C

d) Impurity D/
npuMecs D

e) Impurity E /
npumecs E

f) Impurity F /
npumecs F

g) Any unspecified impurity

Jo6as equnruHas
HEUICHTR (P HIMPOBART
st IPUMECh

h) Total impurities / Cymma
npuMecei

Result / Pesynbrarh!

99%, 100%, 99%, 97%, 97%, 99%

Product Cetrine film coated tablets, 10 mg
Iponyxr Lerpun® TabieTKH, MOKPBITEE TICHOYHOH 060m0ukoi,10 M - o
Batch No / B2202191 Batch Quantity / : 687.600KG/
Cepua Ne _|O0BLem napTHn 687,600 KI"
Analytical Report No / 2002FP22001373 Date of Analysis / 14-07-2022
AHanuruuecknuif oryer N Jara ananusa
Date of Manufacture / 06/2022 Date of Expiry / 05/2025
JlaTa npon3poucTBa Togen 1o
Analysis performed according ND / Ananaus nposenen mo H/I: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3M. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

[_§peciﬁcati0n /Hopma

|Not less than 80% (Q) of the
labeled amount of
\C5H,5CIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wenee 80 % (Q) or
HOMHHANBHOTO COZICPIKAnUS
C,Hy5sCIN,O;-2HCI (netupusuna
muruapoxnopua) uepes 30 MuH.

Not detected / He o6napyskena
Not detected / He oGHapyxeHa

Not detected / He o6Hapyxena

Not detected / He obuapyxcHa

0.03% / 0,03%

Less than Limit of Detection

(LOD=0.015%)

0.07% /0,07%

0.1%/0,1%

a) Not more than 0.2 % / e 6onee 0,2
%

b) Not more than 0.2 % / He 6onee 0,2
V)

c) Nol more than 0.2 % / ne 6osee 0,2
%

d) Not more than 0.2 % / ne Gonee 0,2
%

e) Not more than 0.2 % / ve 6onee 0,2
%

f) Not more than 0.2 % / ue Gonee 0,2
%

g) Not more than 0.2% /
He 6omee 0,2%

|
h) Not more than 2.0% /
He 6onece 2,0%

Remarks : The Product confirms to ND/
Ipumeuanne: 1ponykT coorBercTBYET TpedoBanmam HJL

Conclusion : APPROVED /
3akaroucuue: OJJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine filin coated tablets, 10 mg
Ilpoaykr Letpun® TafineTky, NOKPhITHE ITEHOYHON 0601104K0M, 10 MF
Batch No / B2202191 Batch Quantity / 1 687.600 KG/
Cepus Ne O0BemM napTuu 687,600 KI"
Analytical Report No / 2002FP22001373 Date of Analysis / 14-07-2022
AHaJiuTHUecKHii oTyer Ne Jara anajusa
Date of Manufacture / 06/2022 Date of Expiry / 05/2025
Jlara nmpou3BoacTBa T'oxen 10

Analysis performed according ND / Ananns n]ﬁeneﬂ mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / 13m. No 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)

_'_N‘g
8

10

11

Test / Ioxazarenn
Microbial limits /
MukpobroTorHueckas
HHICTOTA

a) Total aerobic microbial
count / Obuiee uncno
a3pOOHBIX MUKPOOPTaU3MOB

b) Total combined yeasts and
mould count / Obmee uncno
JIPOXKKEBBIX U MIIECHEBBIX
rpudoB

c) E. coli
Assay / Komniectseltnoe
oTIpeieTICHHE

Result/ Pesyabrathbt

Less than 10 CFU/g /
Memnee 10 KOE/r

Less than 10 CFU/g /
Mewnee 10 KOE/r

Absent in 1g / OtcyrcTByeT B Ir

9.85 mg /9,85 mr

Package / Yuakoexa

I Labeling / MapkupoBka

10 tablets in PVC/aluminum blister.

3 blisters and patient information leaflet
in a carton. / TTo 10 Tabnerox B
11BX/amomunnesom Gimctepe. [To

3 6nmcTepa BMECTE ¢ MHCTPYKLUEH 110
NPUMEHEHHWIO YIIaKOBaHbL B IIa4YKy
KapTOHHYHO.

'Accmalg to ND / B cootercteun ¢ H/]

Specification / Hopma

Not more than 1000 CFU/g /
He 6omee 1000 KOE/r

Not more than 100 CFU/g /
He 6omee 100 KOE/r

Shall be absent in 1g / Orcyrerue B 1
r

Each film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg  CyHpsCIN,O3-2HC!  (cetirizing
dihydrochloride) per tablet / Or 9,0 mr

0 1 1,0 MI' C21H25C1N203'2HC]
(neTHpu3WHa  JAUTHIPOXITOPUI) H
TalJIeTKe.

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

/ TTo 10 Tabnerok B
IIBX/anromunnesomM 6nmcrepe. 1o 2
i 3 6nucTepa BMecCTe ©
UHCTPYKIMEH 110 TPUMEHEHWIO
YIIAKOBAHEI B TAUKy KapTOHHYIO.
Vmakoeka  "in-bulk™: Ilo 10
OIMCTEPOB MOMEMIATOT B KAPTOHHYIO

I1<0p061<y. ITo 252 xapToHHEBIE
[kopo6KH TTOMCLIAIOT B KAPTOHMBILI
[KOpob.

12

Storage conditions /
XpaHeHne

13

Shelf life @OK TOIHOCTH

At temperature below 25 °C. / Ilpu Temmniepatype we Boiuie 25 °C.

3 years / 3 rosia

Remarks : The Product confirms to ND/
Hpnmecuanue: Iponykr cooteeTcTBYeT TpeboranusM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q‘:'

B2202191
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